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mishandling or other intervening acts, 
it is an added poisonous or deleterious 
substance to the extent of such in-
crease. 

(e) Food includes pet food, animal 
feed, and substances migrating to food 
from food-contact articles. 

§ 509.4 Establishment of tolerances, 
regulatory limits, and action levels. 

(a) When appropriate under the cri-
teria of § 509.6, a tolerance for an added 
poisonous or deleterious substance, 
which may be a food additive, may be 
established by regulation in subpart B 
of this part under the provisions of sec-
tion 406 of the act. A tolerance may 
prohibit any detectable amount of the 
substance in food. 

(b) When appropriate under the cri-
teria of § 509.6, and under section 
402(a)(1) of the act, a regulatory limit 
for an added poisonous or deleterious 
substance, which may be a food addi-
tive, may be established by regulation 
in subpart C of this part under the pro-
visions of sections 402(a)(1) and 701(a) of 
the act. A regulatory limit may pro-
hibit any detectable amount of the sub-
stance in food. The regulatory limit es-
tablished represents the level at which 
food is adulterated within the meaning 
of section 402(a)(1) of the act. 

(c)(1) When appropriate under the cri-
teria of § 509.6, an action level for an 
added poisonous or deleterious sub-
stance, which may be a food additive, 
may be established to define a level of 
contamination at which a food may be 
regarded as adulterated. 

(2) Whenever an action level is estab-
lished or changed, a notice shall be 
published in the FEDERAL REGISTER as 
soon as practicable thereafter. The no-
tice shall call attention to the mate-
rial supporting the action level which 
shall be on file with the Division of 
Dockets Management before the notice 
is published. The notice shall invite 
public comment on the action level. 

(d) A regulation may be established 
in subpart D of this part to identify a 
food containing a naturally occurring 
poisonous or deleterious substance 
which will be deemed to be adulterated 
under section 402(a)(1) of the act. These 

regulations do not constitute a com-
plete list of such foods. 

[42 FR 52821, Sept. 30, 1977, as amended at 55 
FR 20786, May 21, 1990] 

§ 509.5 Petitions. 
The Commissioner of Food and 

Drugs, either on his own initiative or 
on behalf of any interested person who 
has submitted a petition, may issue a 
proposal to establish, revoke, or amend 
a regulation under this part. Any such 
petition shall include an adequate fac-
tual basis to support the petition, shall 
be in the form set forth in § 10.30 of this 
chapter, and will be published in the 
FEDERAL REGISTER for comment if it 
contains reasonable grounds for the 
proposed regulation. 

[42 FR 52821, Sept. 30, 1977, as amended at 54 
FR 18280, Apr. 28, 1989] 

§ 509.6 Added poisonous or deleterious 
substances. 

(a) Use of an added poisonous or dele-
terious substance, other than a pes-
ticide chemical, that is also a food ad-
ditive will be controlled by a regula-
tion issued under section 409 of the act 
when possible. When such a use cannot 
be approved under the criteria of sec-
tion 409 of the act, or when the added 
poisonous or deleterious substance is 
not a food additive, a tolerance, regu-
latory limit, or action level may be es-
tablished pursuant to the criteria in 
paragraphs (b), (c), or (d) of this sec-
tion. Residues resulting from the use of 
an added poisonous or deleterious sub-
stance that is also a pesticide chemical 
will ordinarily be controlled by a toler-
ance established in a regulation issued 
under sections 406, 408, or 409 of the act 
by the U.S. Environmental Protection 
Agency (EPA). When such a regulation 
has not been issued, an action level for 
an added poisonous or deleterious sub-
stance that is also a pesticide chemical 
may be established by the Food and 
Drug Administration. The Food and 
Drug Administration will request EPA 
to recommend such an action level pur-
suant to the criteria established in 
paragraph (d) of this section. 

(b) A tolerance for an added poi-
sonous or deleterious substance in any 
food may be established when the fol-
lowing criteria are met: 
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